
444 

42 CFR Ch. I (10–1–05 Edition) § 73.7 

(3) The identification of the select 
agent or toxin, and its derivative, is re-
ported to CDC or APHIS and to other 
appropriate authorities when required 
by Federal, State, or local law. To re-
port the identification of an overlap se-
lect agent or toxin, APHIS/CDC Form 4 
must be submitted within 90 calendar 
days of receipt of the select agent or 
toxin. A copy of the completed form 
must be maintained for three years. 

(c) Unless the HHS Secretary issues 
an order making specific provisions of 
this part applicable to protect public 
health and safety, products that are, 
bear, or contain listed select agents or 
toxins that are cleared, approved, li-
censed, or registered under any of the 
following laws, are exempt from the 
provisions of this part insofar as their 
use meets the requirements of such 
laws: 

(1) The Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.), 

(2) Section 351 of the Public Health 
Service Act pertaining to biological 
products (42 U.S.C. 262), 

(3) The Act commonly known as the 
Virus-Serum-Toxin Act (21 U.S.C. 151– 
159), or 

(4) The Federal Insecticide, Fun-
gicide, and Rodenticide Act (7 U.S.C. 
136 et seq.). 

(d) The HHS Secretary, after con-
sultation with Administrator, may ex-
empt from the requirements of this 
part an investigational product that is, 
bears, or contains an overlap select 
agent or toxin, may be exempted when 
such product is being used in an inves-
tigation authorized under any Federal 
Act and additional regulation under 
this part is not necessary to protect 
public health and safety. 

(1) To apply for an exemption, an in-
dividual or entity must submit a com-
pleted APHIS/CDC Form 5. 

(2) The HHS Secretary shall make a 
determination regarding the applica-
tion within 14 calendar days after re-
ceipt, provided the application meets 
all of the requirements of this section 
and the application establishes that 
the investigation has been authorized 
under the cited Act. A written decision 
granting or denying the request will be 
issued. 

(3) The applicant must notify CDC or 
APHIS when an authorization for an 

investigation no longer exists. This ex-
emption automatically terminates 
when such authorization is no longer in 
effect. 

(e) The HHS Secretary may tempo-
rarily exempt an individual or entity 
from the requirements of this part 
based on a determination that the ex-
emption is necessary to provide for the 
timely participation of the individual 
or entity in response to a domestic or 
foreign public health emergency. With 
respect to the emergency involved, the 
exemption may not exceed 30 calendar 
days, except that one extension of an 
additional 30 calendar days may be 
granted. To apply for an exemption or 
an extension of an exemption, an indi-
vidual or entity must submit a com-
pleted APHIS/CDC Form 5 establishing 
the need to provide for the timely par-
ticipation of the individual or entity in 
a response to a domestic or foreign 
public health emergency. A written de-
cision granting or denying the request 
will be issued. 

(f) Upon request of the Adminis-
trator, the HHS Secretary may exempt 
an individual or entity from the re-
quirements of this part, for 30 calendar 
days if the Administrator has granted 
the exemption for agricultural emer-
gency. The HHS Secretary may extend 
the exemption once for an additional 30 
calendar days. 

§ 73.7 Registration and related secu-
rity risk assessments. 

(a) Unless exempted under § 73.5, an 
individual or entity shall not possess, 
use, or transfer any HHS select agent 
or toxin without a certificate of reg-
istration issued by the HHS Secretary. 
Unless exempted under § 73.6 or 9 CFR 
part 121.6, an individual or entity shall 
not possess, use, or transfer overlap se-
lect agents or toxins, without a certifi-
cate of registration issued by the HHS 
Secretary and Administrator. 

(b) As a condition of registration, 
each entity must designate an indi-
vidual to be its Responsible Official. 
While most registrants are likely to be 
entities, in the event that an indi-
vidual applies for and is granted a cer-
tificate of registration, the individual 
will be considered the Responsible Offi-
cial. 
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1 These conditions may apply to more than 
one individual. 

(c)(1) As a condition of registration, 
the following must be approved by the 
HHS Secretary or Administrator based 
on a security risk assessment by the 
Attorney General: 

(i) The individual or entity, 
(ii) The Responsible Official, and 
(iii) Unless otherwise exempted under 

this section, any individual who owns 
or controls the entity. 

(2) Federal, State, or local govern-
mental agencies, including public ac-
credited academic institutions, are ex-
empt from the security risk assess-
ments for the entity and the individual 
who owns or controls such entity. 

(3) An individual will be deemed to 
own or control an entity under the fol-
lowing conditions: 1 

(i) For a private institution of higher 
education, an individual will be deemed 
to own or control the entity if the indi-
vidual is in a managerial or executive 
capacity with regard to the entity’s se-
lect agents or toxins or with regard to 
the individuals with access to the se-
lect agents or toxins possessed, used, or 
transferred by the entity. 

(ii) For entities other than institu-
tions of higher education, an individual 
will be deemed to own or control the 
entity if the individual: 

(A) Owns 50 percent or more of the 
entity, or is a holder or owner of 50 per-
cent or more of its voting stock, or 

(B) Is in a managerial or executive 
capacity with regard to the entity’s se-
lect agents or toxins or with regard to 
the individuals with access to the se-
lect agents or toxins possessed, used, or 
transferred by the entity. 

(4) An entity will be considered to be 
an institution of higher education if it 
is an institution of higher education as 
defined in section 101(a) of the Higher 
Education Act of 1965 (20 U.S.C. 
1001(a)), or is an organization described 
in 501(c)(3) of the Internal Revenue 
Code of 1986, as amended (26 U.S.C. 
501(c)(3)). 

(5) To obtain a security risk assess-
ment, an individual or entity must sub-
mit the information necessary to con-
duct a security risk assessment to the 
Attorney General. 

(d) To apply for a certificate of reg-
istration that covers only HHS select 
agents or toxins, an individual or enti-
ty must submit the information re-
quested in the registration application 
package (APHIS/CDC Form 1) to CDC. 
To apply for a certificate of registra-
tion that does not cover only HHS se-
lect agents or toxins (i.e., covers at 
least one overlap select agent and/or 
toxin, or covers any combination of 
HHS select agents and/or toxins and 
USDA select agents and/or toxins), an 
individual or entity must submit the 
information requested in the registra-
tion application package (APHIS/CDC 
Form 1) to CDC or APHIS, but not 
both. 

(e) Prior to the issuance of a certifi-
cate of registration, the Responsible 
Official must promptly provide notifi-
cation of any changes to the applica-
tion for registration by submitting the 
relevant page(s) of the registration ap-
plication. 

(f) The issuance of a certificate of 
registration may be contingent upon 
inspection or submission of additional 
information, such as the security plan, 
biosafety plan, incident response plan, 
or any other documents required to be 
prepared under this part. 

(g) A certificate of registration will 
be valid for one physical location (a 
room, a building, or a group of build-
ings) where the Responsible Official 
will be able to perform the responsibil-
ities required in this part, for specific 
select agents or toxins, and for specific 
activities. 

(h) A certificate of registration may 
be amended to reflect changes in cir-
cumstances (e.g., replacement of the 
Responsible Official or other personnel 
changes, changes in ownership or con-
trol of the entity, changes in the ac-
tivities involving any select agents or 
toxins, or the addition or removal of 
select agents or toxins). 

(1) Prior to any change, the Respon-
sible Official must apply for an amend-
ment to a certificate of registration by 
submitting the relevant page(s) of the 
registration application. 

(2) The Responsible Official will be 
notified in writing if an application to 
amend a certificate of registration has 
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been approved. Approval of the amend-
ment may be contingent upon an in-
spection or submission of additional in-
formation, such as the security plan, 
biosafety plan, incident response plan, 
or any other documents required to be 
prepared under this part. 

(3) No change may be made without 
such approval. 

(i) An entity must immediately no-
tify CDC or APHIS if it loses the serv-
ices of its Responsible Official. In the 
event that an entity loses the services 
of its Responsible Official, an entity 
may continue to possess or use select 
agents or toxins only if it appoints as 
the Responsible Official another indi-
vidual who has been approved by the 
HHS Secretary or Administrator fol-
lowing a security risk assessment by 
the Attorney General and who meets 
the requirements of this part. 

(j) A certificate of registration will 
be terminated upon the written request 
of the entity if the entity no longer 
possesses or uses any select agents or 
toxins and no longer wishes to be reg-
istered. 

(k) A certificate of registration will 
be valid for a maximum of three years. 

§ 73.8 Denial, revocation, or suspen-
sion of registration. 

(a) An application may be denied or a 
certificate of registration revoked or 
suspended if: 

(1) The individual or entity, the Re-
sponsible Official, or an individual who 
owns or controls the entity is within 
any of the categories described in 18 
U.S.C. 175b, 

(2) The individual or entity, the Re-
sponsible Official, or an individual who 
owns or controls the entity as reason-
ably suspected by any Federal law en-
forcement or intelligence agency of: 

(i) Committing a crime specified in 18 
U.S.C. 2332b(g)(5), 

(ii) Knowing involvement with an or-
ganization that engages in domestic or 
international terrorism (as defined in 
18 U.S.C. 2331) or with any other orga-
nization that engages in intentional 
crimes of violence, or 

(iii) Being an agent of a foreign 
power (as defined in 50 U.S.C. 1801). 

(3) The individual or entity does not 
meet the requirements of this part, or 

(4) It is determined that such action 
is necessary to protect public health 
and safety. 

(b) Upon revocation or suspension of 
a certificate of registration, the indi-
vidual or entity must: 

(1) Immediately stop all use of each 
select agent or toxin covered by the 
revocation or suspension order, 

(2) Immediately safeguard and secure 
each select agent or toxin covered by 
the revocation or suspension order 
from theft, loss, or release, and 

(3) Comply with all disposition in-
structions issued by the HHS Secretary 
for the select agent or toxin covered by 
the revocation or suspension. 

(c) Denial of an application for reg-
istration and revocation of registration 
may be appealed under § 73.20. However, 
any denial of an application for reg-
istration or revocation of a certificate 
of registration will remain in effect 
until a final agency decision has been 
rendered. 

§ 73.9 Responsible Official. 
(a) An individual or entity required 

to register under this part must des-
ignate an individual to be the Respon-
sible Official. The Responsible Official 
must: 

(1) Be approved by the HHS Secretary 
or Administrator following a security 
risk assessment by the Attorney Gen-
eral, 

(2) Be familiar with the requirements 
of this part, 

(3) Have authority and responsibility 
to act on behalf of the entity, 

(4) Ensure compliance with the re-
quirements of this part, and 

(5) Ensure that annual inspections 
are conducted for each laboratory 
where select agents or toxins are 
stored or used in order to determine 
compliance with the requirements of 
this part. The results of each inspec-
tion must be documented, and any defi-
ciencies identified during an inspection 
must be corrected. 

(b) An entity may designate one or 
more individuals to be an alternate Re-
sponsible Official, who may act for the 
Responsible Official in his/her absence. 
These individuals must have the au-
thority and control to ensure compli-
ance with the regulations when acting 
as the Responsible Official. 
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